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DETAILED ACTION 

1 . The examiner acknowledges receipt of request for extension of time, request for 
continued examination under 37 CFR 1.114, amenmdent and remnarks filed 3/29/2010. Claims 
1 and 13 are amended. Claims 1-13 are pending. 
2. 

Continued Examination Under 37 CFR 1.114 

3. A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 . 1 7(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 3/29/2010 has been entered. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
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the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S. C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

6. Claims 1-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over Adachi et al. 
("The prevention of Postoperative Intraperitoneal adhesions by Tranilast: N-(3',4'- 
dimethoxycinnamoyl) Anthranilic Acid) in Jpn. J. of Surg., (1999), 29, 51-54) in view of 
Sheffield et al. (US 4,937,254). 

7. Adachi describes how to prevent postoperative intraperitoneal adhesions by oral 
administration of composition comprising tranilast and carboxymethylcellulose prior to and after 
surgery (see the whole document with emphasis on the abstract and page 52). The 
carboxymethylcellulose meets the limitation of delivery vehicle of claim 1 . Therapeutically 
effective amount as recited in claim 1 is any amount deemed effective by the artisan. 
Administration of 60 mg/kg per day represents a single dose as recited in claim 8 and also meets 
the limitation of claim 1 1 . The carboxymethyl cellulose is a sustained release excipient so that 
the composition administered is in sustained release form meeting claims 9 and 10. The oral 
administration of tranilast composition prior to surgery meets the limitations of systemic 
administration and thus meets claims 12 and 13. The melted tranilast and the 
carboxymethylcellulose are in solution so that the carrier composition in claim 3 is met. 

8. Adachi does not teach that the composition comprising tranilast is locally administered to 
tissue at surgical sites to treat adhesions. But, local and/or topical administration of therapeutic 
agents at surgical sites to treat or inhibit adhesion formation is known for various agents. For 
example: 
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9. Sheffield discloses method of inhibiting the formation of post surgical adhesion by 
administration of compositions to the site of surgical trauma to inhibit the post surgical adhesion 
(abstract; column 2, lines 34-38; column 3, lines 15-28, 39-56). The composition locally or 
topically administered at the surgical site comprises non-steroidal anti-inflammatory drug 
(NSAID) and pharmaceutically acceptable carrier (column 4, lines 12-29); when the composition 
is carried in a liposome or when the NSAID is encapsulated in a microcapsule, the composition 
of Sheffield meets the requirements of claim 3; when the polymeric carrier is lactide, the 
composition of Sheffield meets the requirements of claim 4. Furthermore, Sheffield teaches that 
the composition can be applied by catheterization using implanted osmotic pump (column 3, 
lines 29-38) so that when the delivery method is by osmotic pump, the requirement of claim 3 is 
met. 

10. Claim 1 has been amended to say that the direct administration "onto said tissue surfaces 
at the surgical site for periods of time effective to reduce the area percentage of adhesions 
formed thereon, relative to systemic administration of Tranilast alone." "For periods of time 
effective to reduce the area percentage of adhesions formed thereon" is any time that the artisan 
deems effective to bring above the reduction in area of adhesion after the topical application 
upon observation. Claim 13 has similar amendment and the artisan deems effective to bring 
above the reduction in area of adhesion after the topical application upon observation. The 
language that the composition that is applied comprises is an open language and does not limit 
such a composition to Tranilast alone. 

1 1 . Therefore, taking the teachings of Adachi and Sheffield, one having ordinary skill in the 
art at the time the invention was made would have reasonably expectation of success that topical 
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or oral administration anti-adhesion composition of Adachi or Sheffield or the combined 
composition of Adachi and Sheffield would produce the expected inhibition of post surgical 
adhesion. 

12. When the composition of Adachi and Sheffield are combined, the composition having 
tranilast and anti-inflammatory agent meets claims 2, 5 and 6 with the topical administration 
meeting requirements of claim 2. With regards to claim 7, the basic structure of the analogs is 
related to the core structure of the tranilast so that it flows that the activities of the analogs and 
the tranilast would be the same. 

13. The amendment to claim 1 requires the delivery vehicle to contain tranilast. The 
solution of Adachi contains carboxymethylcellulose and tranilast meeting the requirement of 
amended claim 1 . The suitability of the delivery vehicle for use in the local and non-systemic 
administration in claim 2 is the property of the delivery vehicle. 

Response to Arguments 

14. Applicant's arguments filed 3/29/2010 have been fully considered but they are not 
persuasive. 

15. Applicant argues that the amendment to the claims overcomes the rejection. 

16. Response: The amendment to the claims does not overcome the rejection of the claims 1- 
13 over Adachi in view of Sheffield because "For periods of time effective to reduce the area 
percentage of adhesions formed thereon" is any time that the artisan deems effective to bring 
above the reduction in area of adhesion after the topical application upon observation. Claim 13 
has similar amendment and the artisan deems effective to bring above the reduction in area of 
adhesion after the topical application upon observation. 
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17. 

18. No claim is allowed. 

19. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BLESSING M. FUBARA whose telephone number is (571)272- 
0594. The examiner can normally be reached on Monday to Thursday from 7 a.m. to 5:30 p.m. 

20. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Y. Kwon can be reached on (571) 272-0581 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

21 . Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Blessing M. Fubara/ 

Primary Examiner, Art Unit 1613 



